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Circular No. (15) 2023

Date: 29 May 2023

To All medical device importers and
Healthcare facilities

Subject: Medical Device incidents reporting

Pursuant to Decision (48), On Medical Devices
and Products’ Quality Control, Article (11) which
states that “The Authority reviews and checks the
alerts received by its Medical Devices and
Products reporting Center and takes the
necessary measures to ensure the safety of public
health, and when needed, issues field safety
notices to educate users of the medical device
and product to the relevant patients, and also
review the text and content of the alerts with the
medical device and product manufacturer or
authorized representative before issuing the
alert, and in light of NHRA role in regulating and
monitoring the safety of medical devices during
the post market phase, NHRA urges healthcare
facilities to report medical devices incidents
directly to NHRA or to the authorized
representative or the distributor where the
device has been bought from in order to take the
necessary actions and to ensure the safety of
patients and end user.

For more information about reporting medical
devices incidents, please refer to the Guideline in
the link below:

Medical Devices Reporting Guideline

Your cooperation is highly appreciated in
improving health services in the Kingdom

Dr. Hesa Subah Aldoseri
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https://www.nhra.bh/Departments/LAU/MediaHandler/GenericHandler/documents/departments/LAU/MDR/MDR102_Resolution_Resolution%20No.%20(48)%20of%202020%20On%20Medical%20Devices%20and%20Products%20Quality%20Control_English.pdf
https://www.nhra.bh/Departments/LAU/MediaHandler/GenericHandler/documents/departments/LAU/MDR/MDR102_Resolution_Resolution%20No.%20(48)%20of%202020%20On%20Medical%20Devices%20and%20Products%20Quality%20Control_English.pdf
https://www.nhra.bh/ar/Departments/LAU/MediaHandler/GenericHandler/documents/departments/LAU/MDR/MDR102_Resolution_Resolution%20No.%20(48)%20of%202020%20On%20Medical%20Devices%20and%20Products%20Quality%20Control_Arabic.pdf
https://www.nhra.bh/ar/Departments/LAU/MediaHandler/GenericHandler/documents/departments/LAU/MDR/MDR102_Resolution_Resolution%20No.%20(48)%20of%202020%20On%20Medical%20Devices%20and%20Products%20Quality%20Control_Arabic.pdf
https://www.nhra.bh/Departments/MDR/MediaHandler/GenericHandler/documents/departments/MDR/guidelines/Medical%20Devices%20Reporting%20Guideline%20-%20Ver%201.1.pdf
https://www.nhra.bh/Departments/MDR/MediaHandler/GenericHandler/documents/departments/MDR/guidelines/Medical%20Devices%20Reporting%20Guideline%20-%20Ver%201.1.pdf

